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DETAILED ACTION 

Election/Restrictions 

Applicant's election without traverse of Group III, claims 41-47 in the reply filed 
on 06/09/2009 is acknowledged. Claims 35, 41 , and 43 are currently under 
examination. 

Claims 41 and 43 are allowable. The restriction requirement between groups II 
and III, as set forth in the Office action mailed on 05/08/2009, has been reconsidered in 
view of the allowability of claims to the elected invention pursuant to MPEP § 821 .04(a). 
The restriction requirement is hereby withdrawn as to any claim that requires all 
the limitations of an allowable claim. Claim 35, directed to a method of inhibiting 
microRNP activity in a cell is no longer withdrawn from consideration because the 
claim(s) requires all the limitations of an allowable claim. However, claims 1-34 and 48, 
directed to a non-elected invention are withdrawn from consideration because the 
claims do not require all the limitations of an allowable claim. 

In view of the above noted withdrawal of the restriction requirement, applicant is 
advised that if any claim presented in a continuation or divisional application is 
anticipated by, or includes all the limitations of, a claim that is allowable in the present 
application, such claim may be subject to provisional statutory and/or nonstatutory 
double patenting rejections over the claims of the instant application. 
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Once a restriction requirement is withdrawn, the provisions of 35 U.S.C. 121 are 
no longer applicable. See In reZiegler, 443 F.2d 121 1, 1215, 170 USPQ 129, 131-32 
(CCPA 1 971 ). See also MPEP § 804.01 . 

Information Disclosure Statement 

The submission of the Information Disclosure Statement on 10/29/2008 is in 
compliance with 37 CFR 19.7. The information disclosure statement has been 
considered by the examiner and signed copies have been placed in the file. 

Oath/Declaration 

The oath or declaration filed 03/22/2006 is defective. A new oath or declaration 
in compliance with 37 CFR 1 .67(a) identifying this application by application number 
and filing date is required. See MPEP §§ 602.01 and 602.02. 

The oath or declaration is defective because: 

Non-initialed and/or non-dated alterations have been made to the oath or 
declaration. Specifically, alterations were made for the address of inventor 
Pfeffer Sebastien that were not initialed. See 37 CFR 1 .52(c). 



Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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Claim 35 is rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for a method of inhibiting microRNP activity in a cell 
in vitro comprising administering an anti-micro RNA molecule to HeLa cells, does not 
reasonably provide enablement for a method of inhibiting microRNP activity in a cell of 
any species in vivo by administration of an anti-microRNA molecule comprising the 
sequence identified as SEQ ID No.445. 

The following factors have been considered in the analysis of enablement: (1 ) the 
breadth of the claims, (2) the nature of the invention, (3) the state of the prior art, (4) the 
level of one of ordinary skill, (5) the level of predictability in the art, (6) the amount of 
direction provided by the inventor, (7) the existence of working examples, (8) the 
quantity of experimentation needed to make or use the invention based on the content 
of the disclosure. 

Claim 35 is drawn to a method of inhibiting microRNP activity in a cell by 
administration of an anti-microRNA molecule comprising the sequence identified as 
SEQ ID No.445. 

The nature of the invention relies upon contacting any cell type in any species 
with an anti-microRNA molecule comprising the sequence identified as SEQ ID No. 445. 

Whether the specification would have been enabling as of the filing date involves 
consideration of the nature of the invention, the state of the prior art, and the level of 
skill in the art. The state of the prior art is what one skilled in the art would have known, 
at the time the application was filed, about the subject matter to which the claimed 
invention pertains. The relative skill of those in the art refers to the skill of those in the 
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art in relation to the subject matter to which the claimed invention pertains at the time 
the application was filed. See MPEP § 2164.05(b). The state of the prior art provides 
evidence for the degree of predictability in the art and is related to the amount of 
direction or guidance needed in the specification as filed to meet the enablement 
requirement. The state of the prior art is also related to the need for working examples 
in the specification. 

The state of the art for a given technology is not static in time. It is entirely 
possible that a disclosure filed on January 2, 1990, would not have been enabled. 
However, if the same disclosure had been filed on January 2, 1996, it might have 
enabled the claims. Therefore, the state of the prior art must be evaluated for each 
application based on its filing date. 35 U.S.C. 112 requires the specification to be 
enabling only to a person "skilled in the art to which it pertains, or with which it is most 
nearly connected." The state of the art existing at the filing date of the application is 
used to determine whether a particular disclosure is enabling as of the filing date. > 
Chiron Corp. v.Genentech Inc., 363 F.3d 1247, 1254, 70 USPQ2d 1321, 1325-26 (Fed. 
Cir.2004). 

A thorough review of the patent and non-patent literature indicates that the state 
of the art for inhibition of any microRNP activity in vivo using an anti-micro RNA having 
SEQ ID No. 445 was nascent. The instant specification discloses the anti-micro RNA 
having SEQ ID No. 445 targets human mir-361 microRNA. There are no specific 
embodiments in the instant specification wherein the anti-micro RNA having SEQ ID No. 
445 is capable of inhibiting any microRNP activity in any cell in vivo. Post filing 
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reference by Hua et al. suggests mir-361 is predicted to target VEGF and modulate 
expression of VEGF. Hua et al. cautions that it is difficult to accurately predict a miRNA 
target and validating the function of any particular miRNA is difficult (see page 1 ). Hua 
et al. suggests that miRNAs appear to act cooperatively through multiple target sites in 
one gene by either one or several different miRNAs and many questions need to be 
addressed to get a better understanding of miRNA-mediated gene regulation. Thus it is 
clear from the art that there is no accurate way to predict the function of an miRNA and 
the effects miRNA has on gene regulation and therefore no way to predict that an anti- 
microRNA targeted to a mir-361 sequence would in fact be capable of inhibiting the 
activity of a microRNP in vivo. 

The amount of guidance or direction needed to enable the invention is inversely 
related to the amount of knowledge in the state of the art as well as the predictability in 
the art. In re Fisher, 427 F.2d 833, 839, 166 USPQ 18, 24 (CCPA 1970). The "amount 
of guidance or direction" refers to that information in the application, as originally filed, 
that teaches exactly how to make or use the invention. The more that is known in the 
prior art about the nature of the invention, how to make, and how to use the invention, 
and the more predictable the art is, the less information needs to be explicitly stated in 
the specification. In contrast, if little is known in the prior art about the nature of the 
invention and the art is unpredictable, the specification would need more detail as to 
how to make and use the invention in order to be enabling. >See, e.g., Chiron Corp. v. 
Genentech Inc., 363 F.3d 1247, 1254, 70 USPQ2d 1321, 1326 (Fed. Cir. 2004). 
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While the level of one of ordinary skill practicing said invention would be high, the 
level of predictability is considered variable as evident in the prior art discussed above 
and is not considered to provide sufficient enablement to practice the claimed invention. 
At best, the prior art at the time of the instant invention invites further experimentation to 
find a method of inhibiting any activity of any microRNP in a cell in vivo using an anti- 
microRNA targeted to mir-361 . 

The specification does not disclose a working embodiment in the instantly 
claimed invention. While the MPEP 2164.02 states the specification need not contain 
an example if the invention is otherwise disclosed in such manner that one skilled in the 
art will be able to practice it without an undue amount of experimentation. In re 
Borkowski, 422 F.2d 904, 908, 164 USPQ 642, 645 (CCPA 1970), the lack of a working 
example, however, is a factor to be considered, especially in a case involving an 
unpredictable and undeveloped art. 

Thus, the scope of the claims in view of the specification as filed together do not 
reconcile the unpredictability in the art to enable one of skill in the art to make and/or 
use the claimed invention such that inhibition of microRNP activity in any cell in vivo 
using an anti-micro RNA targeted to one specific microRNA mir-361 . Without further 
guidance, one of skill in the art would have to practice a substantial amount of trial and 
error experimentation, an amount considered undue and not routine, to practice the 
instantly claimed invention. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kimberly Chong whose telephone number is 571-272- 
31 1 1 . The examiner can normally be reached Monday thru Friday between 7-4 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James (Doug) Schultz can be reached at 571-272-0763. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Patent applicants with problems or questions regarding electronic images that 
can be viewed in the Patent Application Information Retrieval system (PAIR) can now 
contact the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily from 6 am to midnight 
(EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the problem. The Patent 
Electronic Business Center will notify applicants of the resolution of the problem within 
5-7 business days. Applicants can also check PAIR to confirm that the problem has 
been corrected. The USPTO's Patent Electronic Business Center is a complete service 
center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It 
also enables applicants to view the scanned images of their own application file 
folder(s) as well as general patent information available to the public. For more 
information about the PAIR system, see http://pair-direct.uspto.gov. 

For all other customer support, please call the USPTO Call Center (UCC) at 800- 
786-9199. 



/Kimberly Chong/ 
Primary Examiner 
Art Unit 1635 



